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TRIAMCINOLONE ACETONIDE LOTION USP, R300
TRIAMCINOLONE ACETONIDE CREAM USP
AND
TRIAMCINOLONE ACETONIDE OINTMENT USP
(TOPICAL)

i, 1|

DESCRIPTION
Tha topical corticosteroids constitule a class of pnimarily synthetic sterouds used as anti-inflammatory
and anlipruritic agents. The steroids in this class include Tri ide. Ti i
A ide i5 desi i as Pregna-1,4-diene-3,20-dione, 9-flucro-11,21-dihydroxy-16,17-
[(1-methylethylidene)bis{oxy)}- {113, 16a)- With molecular formula as Cz24H31FOg and molecular
weight 434,51 Structurat formula is
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Triamcinolone Acetonide
Triamcinolone Acetonide Lotion 0.1% (each ml contains | mg Triamcinolone Acetomide) in a base
containing propylene glycol, cetyl alcoho!, stearyl alcohal, sorbitan monopalmitate, polysorbate 20,
simethicone and puntied water.

Triameinolone Acetonide Creams 0.025% {each gram contains 0.25 mg Triameinolone Acetonide)”
(T).l% {each gram ( 1 mg Tri A ide)’ 0.5% {each gram contains 5 mg

in a base ing punfied water, propylene glycol, propylene glycol
stearate, sorbic acid. mineral oil and ianolin alcohol, isopropy! paimitate, polysorbale 60, cety!
alcohol, sorbitan monostearate, polyoxyt 40 stearate, hylparaben and propy b

Tnamcinolone Acetonide Ointment 0.1% (each gram conlins 1 mg Tramcinolone Acatoride) in a base
containing white petrolatum and minerat oil: Triamcinolone Acetonide Omiment 0 025% (each gram

contains 0.25 mg Tri Tr Qintment 0.5% (each gram
contains 5 mg Tramci A ide) in a base ing white p and Iight mineral oil.
CLINICAL PHARMACOLOGY -

Topical ids share anti-inf y, anti ic and ( actions,

The mechanism of anti-inflammatory activity of topical corticosteroids is unclear, Various (aboratory
methods, including vasoconstrictor assays, are used to compare and predict potencies andfor clinical
eflicacies of the topical corucosteroids. There 1s some gvidence 1o suggest thal a recognizable

correfation exists between i potency and peutic etficacy i man,
Pharmacokinetics
The extent of p ion ot lopical corti 1s determined by many factors

including the vehicle, the integrity of the epidermal barrier, and the use of occlusive dressings.
Topical corticosteroids can be absorbed from normal intact skin, Inflammation andfor other disease
processes in the skin increase percutaneous absorption Occlusive dressings substaniially increase
the ion of topical Thus, ings may be a valuable
therapeutic adjunct for tieatment of resistant dermatoses. (See DOSAGE AND ADMINISTRATION).
Once absorbed through the skin, topical corticostercids are handled through pharmacokinelic

pathways similar to sy Cor ids are bound to plasma
proteins in varying degrees. Corticosieroids are metabolized primarity in the liver and are then
excrgted by the k:dneys. Some of the topical cor ids and their ites are also excreted
into the bile.

INDICATIONS AND USAGE

Tupjcal corlicosteronds are indicated for the relef of the i y and pruritic of
CONTRAINDICATIONS

Topical corticosteroids are contraindicated in those patients with a history of hypessensitivity to any
ot the components of the preparalion,

PRECAUTIONS
Generat

i plion of topical ¢ has p reversible hy pituitary-adrenal
(HPA) axis suppression, of Cushing’s synd . hyperglycemia, and glucosuria in

sSome patients.

Conditions which augment systemic absorption include the apphcation of the more potent steroids,
use over large surtace areas, prolonged use, and the addtion of occlusive dressings.

Therelore, patients receiving a large dose of a polent topical steraid applied o a Jarge surlace area
or under an occlusive dressing should be evaluaied periodically for evidence of HPA axis
suppression by using the unnary free cortisol and ACTH stimulation tests. it MPA axis suppression is
noted. an atiempt should be made to withdraw the drug, to reduce the trequency of application, or to
substitute a less potent steroid. .

Recovery of HPA axis function is generally prompt and complete upon discontinuation of the drug.

qi y. signs and symp. of steroid May occur, requiring supplemental systemic
coricosteroids.

Children may absorb propartionally larger amounts of topical corticosteroids and thus be more
susceptible to systemic toxicity (See PRECAUTIONS—Pediatric Use).

tl icritation develops. topical corticosteroids should be discontinued and appropriale therapy
instiuted.

In the of d i i the use of an approp fungal or
agent should be instituted. If a favorable response does not accur promptly, the corticosteroid should
be discantmued until the infection has been adequately controlied.

Information for the Patient

Patients using topical corticosteroids should recewve the fellowing inlormalion and instruciions:

1. This medicahion is 1o be used as directed by the physician It is for external use only. Avoid
contact with the eyes.

. Patients should be advised not to use this medicaton lor any disorder other than for which it was

prescribed.

The treated skin arga should not be bandaged or otherwise covered or wrapped as to be

ccclusive unless directed by the physician.

w N

4. Patents should report any signs of local adverse iaily under dressing.

S, Parents of pediatric patients should be advised not 10 use tight-fiting diapers or plastc panis on a
child being treated in the diaper area. as thase g may i ive d gs.

Laboratory Tests

The lollowing tests may ba helptul in g the HPA axis supp!

Uninary free corsol test
ACTH stmufaton test
Carcinogenesis, Mutagenesis, and impairment of Fertility
Long-term animal studies have not been performed to evaluale the carcinogenic potential or the
elfect on lertiity of topical corlicosteroids.

Studies 1o with predni: and hy
resylts.
Pregnancy. Teratagenic Effects, Pregnancy Category C
Cor ids are gi y ic n laboratory amimals when administered systemcally at
relanvely low dosage levels The more polent corticosterords have been shown 1o be teratogenic
alter dermal application in faboratory ammals. There are no adequate and well-controlled studies in
pregnant women on teratogenic effects trom topicaily apphed corticosteroids, Therefore, topical
carticosteroids should be used during pregnancy only if the potential benefit justfies the potential risk
1o the tetus. Drugs of this class should not be used exignsvely on pregnant patients, in large
amounts, or for prolonged periods of time.
Nursing Mothers
it is not known whether topical administration ol corticosteroids could result in suificient systemic

to produce di ies in breast mik. Sy ically ini i i

are secreted into breast milk in quantties nat likely 1o have a deleterious effect on the infant.
Nevertheless, caution should be exercised when topical corticosteroids are administered to a nursing
woman,
Pediatric Use

have revealed negative

Pediatric patients may d greater y to topical cortic id-induced HPA axis
ion and Cushing’s than mature patients because of a larger skin surface area to

Body werght ratio.

Hypothaiamic-pituitary-ad i (HPA) axis sugp ion, Cushing's sy and intracranial
hypertensicn have bsen reported in pediatric patients iving lopical i ids. Manif {
of adrenal suppression in pediatric patients wciude finear growth retardation, delayed weight gain,
fow plasma cortiso! levels, and absence of p to ACTH sti i Manif i of
intracranial hypertension include buiging f 5 and bilateral papilt

A i of topical ids to pediatric patients should be limited to the least amount

compatible with an effective therapeutic regimen. Chronic corticosteroid therapy may interlere with
the growth and developmaent of pediatric patents,

ADVERSE REACTIONS

The foilowing local adverse reactions are reported infrequently with topical corticosteroids, but may
occur more frequentiy with the use of occlusive dressings. These reactions are histed in an

g order of 2
Burning Hypertrichosis Maceration of the skin
Itching Acneitorm eruptions Secondary infection
Irritation Hypopigmentation Skin Atrophy
Oryness Perigral dermautis Striae
Folliculitis Allergic contact dermatitis Miliaria
OVERDOSAGE
Tapically applied cor ids can be absorbed in sufficient amounts to produce systemic effects
{See PRECAUTIONS).

DOSAGE AND ADMINISTRATION

Cream (0.025%): Apply to alfected area two to four umes daly Rub in gently

Cream (0.1% and 0.5%); Lotion (0.1%). Apply to affected area two or three times daily. Rub in gently.

Omtment (0.025%): Apply a thin fim to affected area two 1o four umes daily.

Owmiment (0.1% and 0.5%): Apply a thin film 1o affected area two or three times daily.

Occlusive dressings may be used for the management of psoriasis or recalcitrant conditions,

If an mfection develaps, (he use of occlusive dressings should be di and appropii
antimicrobial therapy instituted.
HOW SUPPLIED
Lotien, 0.1% in 15 mL (NDC 49158-211-42). 60 mL {NDC 49158-211.32} plastic squeeze bottles.
Cream, 0.025% in 15 g (NDC 49158-139-20). 1 0z {28.35 g) (NOC 49158-139-08}, 80 g (NDC 49156-
139-21) tubes. one Ib (453.6 g) (NDC 49158-139-16). and 5 Ib (2268 g} (NDC 49158-139-22) jars.
Cream, 0.1% in 15 g (NDC 49158-140-20), 20 g (NDC 49158-140-07), 1 oz (26.35 g) {NDC 49158-
140-08), 80 g (NDC 49158-140-21) twbes. one ib (453.6 g) (NDC 49158-140-16), and 5 Ib (2268 ¢)
(NDC 49158-140-22} jars. Cream. 0.5% in 15 g (NDC 49158-141-20) tubes. Qintment, 0.025% in
15 g (NOC 49158-355-20), 1 o0z (28.35 g) (NDC 49158-355-08), 80 g (NDC 43158-355-21) tubes and
11b (453.6 g} (NDC 43158.355-16) jars Orntment, 0.1% in 15 g (NOC 49158-160-20), 0z (28.35 g}
{NDC 49158-160-08), and 80 g (NDC 49158:160°21} wbes and one Ib (453.6 g) (NDC 49158-160-16)
fars, Oiniment, 0.5% in 15 g (NDC 49158.356-20}, 1 oz {28 35 ) (NDC 49158-356-08), 80 q (NOC
49158-356-21) tubes and 1 ib (453.6 g) (NDC 49158-356-16} fars.
Pharmacist: Dispense in light comtainers. as specihied in USP,
Stare at conirolled room tamperature 15° - 30°C (59° - 86°F). Protecl from freszing.
13 only

Manutactured by
THAMES PHARMACAL CO.. INC.
MG# 14189 Ronkonkoma, N.Y. 11773 USA R300
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dafly See insert tor complet? information,

Keep this and all medications out of tha reach of children

Kaep away from eyes. Nol far ophthdlmic usa
L A

SUAL DOSAGE: Appty a thin film to the affectad area twa o thres tmes

NDCV 4;—1 évaf:a':s;s-"zio E ,
TRIAMCINOLONE ACETONIDE
OINTMENT| USP, 0.5%

lﬁ oaly

For external use enly.

NETWT15g

~Thimes rrinaacat CO. INC.

Ronxonkoma, NY 11779 USA

Each gram 5 mg of Ti A ide in a
bass containing wiuts petrolatum and ight minaral oif
For Control No. and Exgiration Date Sea Crimp of Tuba,
Store at conlrolled roam temperatire 15°-30°C (59°-86°F).
Pratect trom freezing.
Keep tightly dqg:wj

g

R300




USUAL DOSAGE: Apply a thin film to the affected area twio of
three times daily. See insert for complete information

Keep this and alt medications out of the ‘reach of chuldren
Keep away from eyes Not for ophthaimic use.

S
NDC 49158-356-21
TRIAMCINOLONE ACETONIDE

usP, 0.5%

3 onty
For external use only.

NETWT 80g

~TfBmnes PHARMACAL CO., INC.
Ronkonkoma, NY 11778 USA

Each gram conlalnsf 5 mg of Triamcmolone 'Acetonide ina
base containing white petrotatum and hgh\ minerat oil.
For Control No. and Expiration Date

USUAL DOSAGE: Apply a thin film to the affected area two or
three times daily. See insert for complete information.

Keep this and all medications out of the reach of children
Keep awsay from eyes. Not for ophthalmic use.

NDC 49158-356-08

TRIAMCINOLONE ACETONIDE
OINTMENT] USP, 0.5%

B only
For externai use only.

NET WT 1 OZ (28.35 g)

~Thames PHARMACAL CO., INC.
Ronkonkoma, NY 11779 USA

Each gram contains: 5 mg of Triamcinolone Acetonide in a
base containing white petrolatum and light minera oil.
For Control No. and Expiration Date See Crimp of Tube.
Store at controfled room temperature 15°-30°C (59°-86°F).
Protect from freezing. Keep tightly closed.

~

See Crimp of Tube. R300
o
Stare at controlled room temperature 152-30°C {59°-86°F).
Protect from freezing. Keep tightly closed. i o
Pharmacist: Dispense in tight containers, as specified 1n
use. ]300 &
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Each gram contains: 5 mg of Triamcinolone Acetonide in a
base containing white petrolatum and light mineral oil.
N
VED JUL -5 2001 *49158-356-21

NDC 49158-356-21

TRIAMCINOLONE ACETONIDE
OINTMENT USP, 0.5%

For external use only.
R only

osia

NET WT 80 GRAMS

USUAL DOSAGE: Apply a thin film to the affected area two or three times daily.
See insert for complete information.

Not for ophthalmic use.

Keep this and all medications out of the reach of children.

Keep away from eyes.

Pharmacist: Dispense in tight containers as specified in USP.

Store at controlled room temperature 15°-30°C (59°-86°F). Zg;if:t’i‘;f'd':t’éi’;‘:

THAMES PHARMACAL CO., INC., RONKONKOMA, N.Y. 11779 USA

Protect from freezing. Keep tightly closed. carton and/or crimp of tube.

NDC 49158-356-21

TRIAMCINOLONE ACETONIDE
OINTMENT USP, 0.5%

For external use only.

NET WT 80 GRAMS
B only

1 ﬁzmes

PHARMACAL CO.. INC.

mes

PHARMACAL CO., INC.
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DISC

DiscC
Each gram contains: 5 mg of Triamcinolone
Acetonide in a base containing white pstrolatum and
light mineral oil.
vUN - - 49158-356-08

NDC 49158-356-08

TRIAMCINOLONE ACETONIDE

For external use only. NETWT 1 OZ (28.35 g)

B only

IOINTMENT|USP, 0.5%  APPROVED}

USUAL DOSAGE: Apply a thin film to the affected area two or three times daily.
Seée ingert for complete information.

Not for ophthalmic usse.

Keep this and all medications out of the reach of children.

Store at controlied room temperature

15°-30°C (59°-86°F).

==

Protect from freezing. Keep tightly closed. ::tpizri\:nol d:?ég
THAMES PHARMACAL CO., INC., RONKONKOMA, N.Y. 11779 USA <arton andlor crimp of tube,
R NDC 49158-356-08

TRIAMCINOLONE ACETONIDE
IOINTMENT|USP, 0.5%

NETWT 1 OZ (28.35 g)

PHARMACAL CO., INC.

dg70

For external use only.
B only
JOB# 131852G  12/1/88ic
-]

131852G-001 4/7/00 ks l§\
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Each gram contains: 5 mg of
Triamcinolone Acetonide in a base containing
white patrolatum and light mineral oil.
N

JUN -5 2001 2

49158-356-20

NDC 49158-356-20

TRIAMCINOLONE ACETONIDE
[OINTMENT|USP, 0.5% APBEROVER

For external use only. B only NET WT 15 GRAMS

mes

PHARMACAL CO., INC.

USUAL DOSAGE: Apply a thin film to the affected area two or three times
daily. See insert for complete information.

Not for ophthalmic use.

Keeap this and all medications out of the reach of children.
Keep away from eyes.

, and
Store at controfled room temperature 15™-30°C (59°-86°F). Jashoiighedrid ,
Protect from freezing. Keep tightly closed. earton ancor crinp of fubs.

THAMES PHARMACAL CO., INC., RONKONKOMA, N.Y. 11779 USA

NDC 491568-356-20

TRIAMCINOLONE ACETONIDE T
[OINTMENT|USP, 0.5%

For external use only. B only NET WT 15 GRAMS
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